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510(k) Summary K141483
Biospace Corporation Limited
Donghyun Building, 518-10
Dogok 2 - Dong
Gangnam-Gu, Seoul,
KOREA 135-854
Tel : +82-2-501-3939,

Fax : +82-2-501-3978
Homepage : http://www.inbody.com
DATE PREPARED: May 22, 2014
Contact: Kichul Cha, CEO

Identification of the Devices: Proprietary-Trade Names:
Biospace Body Composition Analyzer, Model InBody770
Biospace Body Composition Analyzer, Model InBody570
Biospace Body Composition Analyzer, Model InBody S10
Biospace Body Composition Analyzer, Model InBody230
Classification Names: ANALYZER, BODY COMPOSITION
Common/Usual Name: Body fat meter

Regulation Description: Impedance plethysmograph.
Classification Panel: Cardiovascular

Product Code: MNW

Regulation Number: 870. 2770

Classification: I

Equivalent legally marketed devices: (Predicate device Information)

Biospace Body Composition Analyzer Model InBody 170, InBody J30 InBody S10,
K110689 The Segmental Body Water indication was cleared in K123228, InBody 770,
InBody570, InBodyS10, InBody H20.

Indications for Use:

For use only in healthy subjects for Measurement of:

Estimated: Skeletal Muscle Mass, Extra-Cellular Water (ECW), Intra-Cellular Water (ICW), Total
Body Water (TBW), ECW/TBW, Body Fat, Percentage of Body Fat (PBF), Body Lean + Dry Lean,
Metabolic Rates(Basal Metabolic Rates), Segmental Lean Mass, Segmental Fat Mass, %
Segmental Body Fat, Energy Expenditure of Activity, Visceral Fat Area (VFA), Visceral Fat Level,
Segmental Body Water, Percent Body Water, Body Shape Graph, Weight Control, Fat Control,
Muscle Control, Segmental ECW/TBW, Segmental ECW, Segmental ICW, TBW/LBM, Leg Lean
Mass, Fitness Score, AC (Arm Circumference)

Actual: Weight, Body Mass Index (BMI) and Impedance Values, Height [which can require the
entry of Height], Resistance Values [only for InBody770, InBody S10], Reactance Values [only for
InBody770, InBody S10], Phase Angle [only for InBody770, InBody S10]

Description: Impedance plethysmographic devices are used to estimate peripheral blood flow
by measuring electrical impedance changes in a region of the body such as the arms and legs.
Multi-frequency and segmental bioelectrical impedance analysis can estimate the distribution of
body water (total body water; intra-cellular water; extra-cellular water), and can correlate with fluid
compartmentalization. Assuming that body lean mass is hydrated in a constant and uniform
manner; bioelectrical impedance analysis can be used to estimate body lean mass and fat mass.

These devices are impedance plethysmograph body composition analyzers. These devices
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determine body composition parameters based on bioelectrical impedance analysis (BIA). BIA
relies on the differing behavior of biological tissues in response to an applied electrical current.
Lean tissue is generally highly conductive because it contains large amounts of bound water and
electrolytes, while fat tissue and bone are relatively poor conductors. By analyzing the response
to electrical signals, BIA thereby permits differentiation of lean tissue, fat, and water and, in some
instances, derivation of related body composition parameters. The total impedance resulting from
BIA incorporates both resistance and capacitance components. Impedance plethysmographic
devices are used to estimate peripheral blood flow by measuring electrical impedance changes in
a region of the body such as the arms and legs. Multi-frequency and segmental bioelectrical
impedance analysis can estimate the distribution of body water (total body water; intra-cellular
water; extra-cellular water), and can correlate with fluid compartmentalization. Assuming that body
lean mass is hydrated in a constant and uniform manner; bioelectrical impedance analysis can be

used to estimate body lean mass and fat mass. Body composition analysis results may be of
value to health care professionals in their management of the relative balance and levels of fat
and lean tissue

Safety and Effectiveness, comparison to predicate device.

Comparison table

The results of bench, safety,
and software testing indicates that the new devices are as safe and effective as the
predicate device.

InBody InBody InBody InBody
Devices '1’1,'(3)°dy 5"3%°dy '3“1%°dy 770 570 S10 | 230 (new)
(new) (new) (new)
510(k) K110689 | K110689 | K110689 New New New New
number
MaSru;‘?ct- Biospace | Biospace | Biospace Biospace | Biospace | Biospace | Biospace
Measure Extra-
ment of Cellular
Estimated Water v v v v v v v
: (ECW)
Intra-
Cellular
Water( \ \ \ \ \ \ \
CW)
Total
Body
Water \ \ \ \ \ \ \
(TBW)
Skeletal
Muscle N v v N N v v
Mass
Body
Fat \ \ \ \ \ \ \
Mass
Lean
Body \ \ \ \ \ \ \
Mass
Dry
Lean 3 v v \ \ v v
Mass
Basal
Metaboli \ \ \ \ \ \ \
c Rates
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InBody InBody InBody InBody
Devices InBody | InBody | InBody 770 570 S10 | 230 (new)
170 J30 S10
(new) (new) (new)
Segmen
tal Lean N v v N N v v
Mass
ECW/
e v v v v v v v
Segmen
lBody |y v v v v v v
Fat
mass
%
Segmen
tal Body \ Y \ \ \ \ \
Fat
Energy
expendit N N N N N N N
ure of
activity
Visceral \/ \/ \/ \/ \/ \/ \/
Fat Area
Segmen
tal Body \ \ V v
Water
Measure-
mentof | Weight \ \ \ \ \/
Actual :
Height Y
Body
Mass y v v y y v v
Index
(BMI)
Impedan 1,5, 50 1,5, 50 1,5, 50
20 5,50 5,50 20
ce ’ O 250, 500, | 250, 500, A 250, 500, ;
Values | 100KHz | 250kHz 14 q00 1 | 1 000kHz | 99%KHZ | 1 000kHz | 100KHZ
Reactan 5,50,250k | 5,50,250k 5,50,250k
ce
Hz Hz Hz
Values
Phase 5,50,250k | 5,50,250k 5,50,250k
Angle Hz Hz Hz
Bioelectric | Bioelectric | Bioelectric | Bioelectric | Bioelectric | Bioelectric | Bioelectric
Measurement al al al al al al al
method Impedanc | Impedanc | Impedanc | Impedanc | Impedanc | Impedanc | Impedanc
e e e e e e e
4 electric | 4 electric | 4 electric | 4 electric | 4 electric | 4 electric | 4 electric
poles 8 poles 8 poles 8 poles 8 poles 8 poles 8 poles 8
points points points points points points points
Electrode Touch Touch Touch Touch Touch Touch Touch
type type type type type type type type
electrode | electrode | electrode | electrode | electrode | electrode | electrode
measure measure measure measure measure measure measure
ment ment ment ment ment ment ment
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InBody InBody InBody InBody
Devices '1’1,'(3)°dy L"3%°dy '3“1%°dy 770 570 S10 | 230 (new)
(new) (new) (new)
Input Input Input Input Input Input
power: AC | power: AC | power: AC | power: AC | power: AC power: AC
100- 100- 100- 100- 100- 100- 100-
120/200- | 120/200- | 120/200- | 120/200- | 120/200- 240V~ 120/200-
240V, 240V, 240V, 240V, 240V, ’ 240V,
Power Source 50/60Hz, | 50/60Hz, | 50/60Hz, | 50/60Hz, | 50/60Hz, | V8% | 50/60Hz,
1.2A 1.2A 1.2A 1.2A 1.2A No 1.2A
Output Output Output Output Output adapter Output
power: power: power: power: power: power:
DC12V, DC12V, DC12V, DC12V, DC12V, DC12V,
3.4A 3.4A 3.4A 3.4A 3.4A 3.5A
Equipment weight 14.3kg 29kg 2kg 5.7kg 20 kg 45kg 26kg
396(W) x| 360(W) x | 202(W) x| 393(W) x | 460(W) x | 520(W) x | 522 (W) x
Equipment size 608(L) x| 640(L) x|322(L) x|516(L) x|677(L) x|870(L) x|843(L) x
955(H) 2235(H) : | 53(H): 732(H) 1020(H): 1200(H): 1015(H) :
mm mm mm mm mm mm mm
Less than
Weight 1 minute
measure for
ment 3~5 medical
Measurement 30 30 110 seconds, | g mode(Les | 5
time seconds seconds seconds Impedanc seconds S t.han 2 seconds
e minutes
measure for
ment 5~7 research
seconds. purpose
mode)
Measurement From age | From age | From age | From age | From age | From age | From age
age 3~age99 |3~age99 | 3~age99 | 3~age99 | 3~age99 | 3~age 99 | 3 ~age 99
. 10 ~ 110 ~ 110 ~ 10 ~ 110 ~ 110 ~
Measurement weight | oo e | 250kg | 250kg | 2~ 29%K9 | o50kg | 250kg | 250kg

Discussion of Non-Clinical Testing: Electromagnetic and Safety Testing was conducted
to IEC 60601-1 and IEC 60601-1-2.
was compiled and reviewed.

Software validation was conducted.

Literature

Discussion of Clinical Testing: We conducted clinical testing on each model and

compared the results to a predicate.

Conclusion:

have very similar technological characteristics and performed comparably to our
The same scientific principles are used to produce the measurements.

predicates.

Approximately 80 patients aged 6 to mid 60’s, both
males and females, were tested. The correlation coefficients for all four new units were
very nearly 1.00 showing excellent correlation.

As compared to our predicate devices (our own brand) these new models

We

therefore conclude that our new models are substantially equivalent to our predicate
previously cleared. The new devices are therefore substantially equivalent to our

predicates.
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